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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group I, claims 1-12 in the reply filed on 
October 10, 2006 is acknowledged. Furthermore, the Applicant's election without 
traverse of Species A (sperm count, claim 4) is also acknowledged. The traversal is on 
the ground(s) that Group II (claim 13) is a narrower process within the scope of Group I 
(claim 1). This is found persuasive, and the Groups have been rejoined. In light of 
Group II, Species A-C has also been rejoined with the instant claims. However, 
Species D remains an unelected invention. It is noted that the species election was 
mad without traverse. 

The requirement is still deemed proper and is therefore made FINAL. 

Status of the Claims 

Claims 1-6 and 13 are under examination. 

Claims 7-12 are withdrawn as being drawn to an unelected species. 

Claim Rejections • 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-6 and 13 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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4. Regarding claims 1 and 13, it is unclear to what "receptors" refers. One 
interpretation of receptors is a protein or other biological product found in a cell. 
Another interpretation of receptors is an organism living in the site that "receives" the 
environment. For purposes of this examination, the latter interpretation will be used. 

5. Claims 1 and 13 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The omitted steps are: how comparing the results of the 
sperm analyses is related to the ecological risk to receptors. The preamble states that 
the purpose of the method is to determine the ecological risk to receptors. However, 
the instant claims do not include any step of assessing ecological risk or how ecological 
risk is a derived form comparing sperm analysis. 

6. Instant claim 13, recites the limitation of "two burning pads." It is unclear what 
this term means. The instant specification does not define the term. A search of the 
prior art has not revealed any accepted meaning for the term. For purposes of this 
examination, the Examiner will interpret this term to mean two sites. 

7. The term "high" and "low" in claim 13 is a relative term, which renders the claim 
indefinite. The term "high" and "low" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably appraised of the scope of the invention. 
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Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1, 2, 3, and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
leradi et al. (Environmental Pollution (1996) Volume 92, number 3, pages 323-328). 

The instant claims are drawn to a method for assessing the risk to receptors by 
obtaining mice from a contaminated site and a reference site, performing sperm 
analysis on the mice, comparing the sperm analysis of the mice from the reference site 
to the sperm analysis of the mice form the contaminated site. It is noted that the claim 
is unclear as to what "receptors" is referring. For purposes of this Examination, the term 
"receptors" is interpreted to mean an organism living in the site that "receives" the 
environment. 

Regarding claims 1,2,3, and 6, leradi et al. teach a method for determining the 
ecological risk to receptors by obtaining a sample of mice from a contaminated site 
(page 324, left column); obtaining mice from a reference site (control group) (page 324, 
left column); performing sperm analysis on all the mice (page 324, left column); 
comparing the results of the mice (page 324, left column; page 325, figure 1; page 326, 
left column). 
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Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 1, 4, 5, and 13 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over leradi et al. (Environmental Pollution (1996) Volume 92, number 3, 

pages 323-328) in view of Sharma et al. (Reproductive Toxicology (1996) Volume 10, 

number 2, pages 153-159). 

The instant claims are drawn to a method for assessing the risk to receptors by 
obtaining rodents from two sites with high hazard quotients for at least one chemical, 
and a site with low hazard quotients for at least one chemical; removing the vas 
deferens from rodents to assess sperm motility; removing the epididymis from the 
rodents to assess sperm count and sperm abnormality; removing the epididymis from 
the rodents to assess sperm morphology; and comparing the results from the rodents 
from the different sites. For purposes of this Examination, the term "receptors" is 
interpreted to mean an organism living in the site that "receives" the environment. 

Regarding claims 1 and 13, leradi et al. teach a method for determining the 
ecological risk to receptors by obtaining a sample of mice from two contaminated sites 
with high hazard quotients (page 324, left column); obtaining mice from a reference site 
with low hazard quotients (control group) (page 324, left column); assessing sperm 
abnormality and morphology by obtaining a sample from the epididymis (page 324, left 
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column; page 325, figure 1; page 326, left column); comparing the results of the mice 
(page 324, left column; page 325, figure 1; page 326, left column). 

However, leradi et al. does not teach removing the vas deferens to assess sperm 
motility or assessing sperm count. 

Regarding claims 4, 5, and 13, Sharma et al. teach a method of determining the 
toxicity of a chemical in mice by removing the vas deferens and epididymis to assess 
sperm count and motility (abstract; page 156). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the methods of leradi et al. and Sharma et al. leradi et al. and 
Sharma et al. are both concerned with the effects of environmental pollution on human 
and animal systems (abstract of both). In particular they are concerned with metals 
such as lead or mercury (abstract of both), leradi et al. states that wild rodents are 
useful as bioindicators to detect local contamination (page 327, right column). Given 
that Sharma et al. are concerned with determining that toxic effects of mercury in animal 
systems (pate 153, left column), one of ordinary skill in the art would seek to use a 
known bioindicator to detect the local contamination of mercury at a particular site. 
Thus one of ordinary skill in the art would be motivated to combine the methods of 
leradi et al. and Sharma et al. to trap wild mice and conduct the sperm analysis 
suggested by leradi et al. and Sharma et al. to determine the pollution at a site. 
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Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jerry Lin whose telephone number is (571) 272-2561. 
The examiner can normally be reached on 10:00am-6:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang, can be reached on (571 ) 272-081 1 . The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). Representatives are available to 
answer your questions daily from 6 am to midnight (EST). When calling please have 
your application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
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also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center at (800) 786- 

9199. 

MICHAEL BORIN, PH.D 
PRIMARY EXAMINER 



JL 




